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High 

I want to thank you for meeting with us on Wednesday to follow up on issues raised with Administrator Pruitt on May 

10. While we discussed our most pressing and recent issues, it is clear that it would be most helpful for you if we 

provided more examples to underscore some of the concerns we raised with Administrator Pruitt. Thus, by no later 

than June 23, I intend to provide you two papers to provide additional information. 

The first will address our concerns about "regulation by guidance". We will provide several examples of when a shift in a 

significant EPA policy or practice for antimicrobials was discussed only within an EPA document with no clear associated 

notice or comment period. As we discussed, the Panel is not advocating rulemaking for all EPA actions, but rather, 

asking that EPA recognize the impact of certain guidance by making the entire registrant community aware of it in 

advance of implementation and providing the reasons for the guidance through a notice in the Federal Register, via the 
OPP website or other public mechanism, with an associated opportunity for comment. 

The second will address our concern that at times EPA asks for data from registrants through the re-registration or 

registration process that it has not asked for before. We describe this as "EPA's curiosities" since the basis for the 

request for "new" data is not made apparent to the recipient. We also will try to quantify how these additional data 

burdens impact business; thereby diverting resources from innovation. 

ACC and the Biocides Panel appreciate the opportunity to discuss these concerns with you. Our objective is to improve 

the registration process so that it is more efficient and transparent for both industry and EPA. We welcome the 

willingness of the Agency for additional dialogue in order to achieve our shared goals. 

Best, 

Kamal 
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